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COMPOSITIONS FOR TOPICAL ADMINISTRATION CONTAINING FLUTICASONE PROPIONATE 
AND OXICONAZOLE OR ITS SALTS 

The present invention relates to topical pharmaceutical compositions 
containing fluticasone propionate and oxiconazole as active ingredients. 

Fluticasone propionate is the approved name for (S-flaoromethyl 6a,9a- 
difluoro- 1 1 b-hydroxy- 1 6a-methy 1- 1 7 a-propiony loxy- 3-oxandrosta- 1 ,4-diene 17 b- 
carbothioate) t which is disclosed in United Kingdom Patent Specification No. 
2088877. Fluticasone propionate is a corticosteroid having good topical anti- 
inflammatory activity with minimal liability to cause undesired systemic side 
effects. 

Oxiconazole is the approved name for 1 -(2-(4-chlorophenyl)-2-((2,4- 
dichlorophenyl)methoxyimino)ethyl)-lH-imidazole. Oxiconazole has antifungal 
and antibacterial actions. 

Topical corticosteroids are widely used for the treatment of inflammatory skin 
conditions such as, for example, inflammatory dermatoses and eczemas. There are 
many skin conditions such as, for example, infected dermatoses and eczema wherein 
infection by gram positive bacteria especially Staphylococci aureus and 
Streptococcus species and/or fungi, such as dermatophytes, yeasts and moulds, co- 
exist with inflammation. 

We have now found that a combination of fluticasone propionate and 
oxiconazole is particularly effective in the treatment of skin disorders wherein 
inflammation and infection by bacteria and/or fungi coexist. 

The invention thus provides a method of treating skin disorders which 
comprises the topical administration to an animal, including a human, of fluticasone 
propionate and oxiconazole or a physiologically acceptable salt thereof. 
* It will be appreciated that reference to treatment is intended to include 

prophylaxis as well as the alleviation of established symptoms. 

Suitable physiologically acceptable salts of oxiconazole include the 
hydrochloride, sulphate and nitrate salts. Preferably oxiconazole will be in the form 
of its nitrate. 
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According to a further aspect the invention provides topical pharmaceutical 
compositions comprising fluticasone propionate and oxiconazole or a 
physiologically acceptable salt thereof. 

Compositions according to the invention can conveniently be formulated in 
conventional manner using one or more pharmaceutical^ acceptable carriers or 
excipients. Such compositions may take the form of, for example, ointments, 
lotions, creams, powders, drops (e.g. eye or ear drops) or sprays. Preferably the 
compositions of the invention will be in the form of creams or ointments. 

Ointments may normally be prepared by melting white soft paraffin, (white 
petrolatum) incorporating any additives e.g. surfactants and solvents, and blending 
in a slurry of the drug in a minimum quantity of liquid paraffin. The melt is then 
cooled under controlled conditions and stirred until solidification occurs. 

Creams may normally be prepared by combining the oily phase of an ointment 
as a melt as described above, with suitable oil and water soluble surfactants and an 
aqueous phase containing the drug and suitable anti-microbial preservatives, 
homogenising to form the cream and stirring gently until cool. 

Compositions according to the invention will generally contain additional 
excipients, for example preservatives (such as benzoic acid), emulsifying agents 
(such as polysorbates, e.g. polysorbate 60), and viscosity enhancing agents (such as 
cetostearyl alcohol). 

It is an advantage of the compositions of the present invention that, due to 
their improved effectiveness, they generally need be applied only once or twice 
daily. This is in contrast to known combined therapies comprising a corticosteroid 
and an antibacterial and/or antifungal agent, which all require multiple daily 
applications. 

The amount of fluticasone propionate contained in the compositions of the 
invention will depend on the particular type of formulation concerned but will 
generally be in the range of from 0.0005% to 1.0% by weight of the formulation, 
preferably about 0.05% w/w. 
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The amount of oxiconazole in the compositions will also depend on the 
particular formulation but the content of free base will generally be in the range of 
from 0.01 to 10.00% by weight of the formulation, preferably about 1.00% w/w. 

The invention is further illustrated by the following non-limiting example : 

Example 1 

% w/w 



Oxiconazole Nitrate 1 . 1 47 * 

Fluticasone Propionate^(micronised) 0.05 

Cetostearyl Alcohol c 10.00 

White Soft Paraffin 10.00 

Polysorbate 60 . 2.50 

Propylene Glycol " 10.00 

Benzoic Acid 0.20 

Purified Water to 100.00 



equivalent to 1.00% oxiconazole base. 
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Claims 

L A method of treating skin disorders in an animal including man comprising 
the topical administration fluticasone propionate and oxiconazole or a 
pharmaceutically acceptable salt thereof. 

2. A method according to Claim 1 wherein the fluticasone propionate and 
oxiconazole or pharmaceutically acceptable salt thereof are administered 
sequentially. 

3. A method according to Claim 1 wherein the fluticasone propionate and 
oxiconazole or pharmaceutically acceptable salt thereof are administered 
simultaneously. 

4. A method according to any one of Claims 1 to 3 wherein the oxiconazole is 
present as oxiconazole nitrate. 

5. A method as claimed in any one of Claims 1 to 4 wherein the ratio of 
fluticasone propionate to oxiconazole is about 0.05:1.00% w/w. 

6. A pharmaceutical formulation adapted for topical administration and 
comprising fluticasone propionate, oxiconazole or a pharmaceutically acceptable salt 
thereof and pharmaceutically acceptable carrier therefor. 

7. A pharmaceutical formulation according to Claim 6 wherein oxiconazole is 
present as oxiconazole nitrate. 

8. A pharmaceutical formulation according to Claim 6 or Claim 7 in the form of 
an ointment, lotion, cream, powder, drops or sprays. 
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9. A pharmaceutical formulation as claimed in any one of Claims 6 to 8 wherein 
the fluticasone propionate is present in an amount of from 0.0005% to 1% by weight 
and the oxiconazole is present in an amount of 0.01 to 10.00% by weight. 

10. A pharmaceutical formulation as claimed in any one of Claims 6 to 9 wherein 
the fluticasone propionate is present in an amount of about 0.05% w/w and the 
oxiconazole is present in an amount of about 1.00% w/w based upon the free base. 
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